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DETAILED ACTION 

Claims 1-2 and 4-5 are pending. 

Claims 1-2 are withdrawn from consideration as being drawn towards a 
nonelected invention. 

Claims 4-5 are under consideration in the instant office action. 

Election/Restrictions 

Applicant's election with traverse of Group II (claims 4-5) in the reply filed on 
08/06/2009 is acknowledged. The traversal is on the ground(s) that the there is no 
undue burden in examining the two groups together as the antibacterial composition 
and the method of using such composition are linked so that examination of the claims 
of Group I would necessitate search of Group II claims. 

Examiner finds the applicant's argument unpersuasive and maintains the 
restriction since as the Groups are patentably distinct and independent since they lack 
unity as set forth in the restriction requirement dated 07/07/2009 (pages 4-6). The 
subject matter clearly lacks unity of invention for the reasons given in the restriction 
requirement and, thus, the claims are directed to patentably distinct inventions and, 
thus, do not constitute overlapping subject matter that would result in a coextensive 
search. 

Restriction for examination purposes as indicated is proper. Thereby the 
restriction requirement is still deemed proper and is therefore made FINAL. 
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Claims under consideration in the current office action are claims 4-5. Claims 1-2 
are withdrawn from consideration as being drawn to nonelected invention. Applicant 
timely traversed the restriction (election) requirement in the reply filed on 08/06/2009. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable Sadhu et 
al. (Chem. Pharm. Bull. 51(5) 595-598 (2003) in view of Akamatsu et al. 
(Dermatology, 1998; 196: pages 82-85) 

Sadhu et al disclose the activity of lignans which includes the instantly claimed 
macelignan isolated from Leucas aspera a medicinal plant of Bangladesh as 
prostaglandin inhibitors and antioxidants (abstract). Sadhu disclose that the whole plant 
is traditionally taken orally or applied topically for analgesic-antipyretic, anti-rheumatic, 
anti-inflammatory and antibacterial treatment etc (page 595, left col. 1 st paragraph). 
Sadhu teaches compound LA-3 which is the instantly claimed compound mace lignan 
(see Fig 1 on page 596). Sadhu et al teaches that macelignan (LA-3) possess 
antioxidant activity with an IC50 value of 35 uM (page 596, left col. 2nd paragraph). 
Sadhu et al teaches that reactive oxygen and nitrogen species are closely related to 
inflammation and rheumatoid arthritis. Sadhu et al teaches that LA-3 (macelignan) 
85together with other lignans may contribute through inhibition of the inflammatory 
process in the anti-inflammatory activity of Leucas aspera plant extract. As such 
macelignan would elicit anti-inflammatory activity because of its antioxidant property as 
demonstrated by Sadhu et al. Accordingly Sadhu et al provides explicit teachings of the 
anti-inflammatory activity of macelignan and suggests antibacterial activity of mace 
lignan. Sadhu et al teaches the oral and topical administration of Leucas aspera plant 
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extract which comprises macelignan which renders the administration of macelignan to 
a subject obvious. 

Sadhu et al. does not explicitly teach the method of treating acne by 
administration of the macelignan. 

However, Akamatsu teaches that Acne is a chronic, inflammatory disease, in the 
progression of which propionibacterium acnes produces neutrophil chemotactic factors 
which releases various enzymes including lipases and proteases (page 82, left col. 1st 
paragraph). Akamatsu additionally teaches the involvement of neturophil-derived 
reactive-oxygen species (ROS) in the irritation and destruction of the follicular wall, 
which is responsible for the inflammatory progression of acne (page 84, conclusion). As 
such Akamatsu provides an ordinarily skilled artisan motivation to treat Acne with anti- 
inflammatory agents and/or anti-oxidants. 

In view of the foregoing reference it would have been prima facia obvious to one 
of ordinary skill in the art to develop a method of treating inflammatory disease such as 
acne comprising administering to a subject the instantly claimed lignan. Lignan 
compounds claimed in instant claim 5 were well known in the art at the time of the 
invention. Sadhu teaches that the instantly claimed lignan may contribute through 
inhibition of the inflammatory process in the anti-inflammatory activity of Leucas aspera 
plant extract and suggests that the plant Leucas aspera also possess antibacterial and 
antioxidant properties. An ordinarily skilled artisan would therefore be motivated to 
utilize macelignan for treatment of acne which is a known inflammatory disease 
characterized by activity of the bacteria propionibacterium acnes which facilitate 
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production of reactive oxygen species (ROS). Sadhu's teachings that the instantly 
claimed macelignan possesses anti-inflammatory, anti-bacterial and anti-oxidant 
properties makes it an ideal candidate compound for treating acne. As such an 
ordinarily skilled artisan would have a reasonable expectation of success that mace 
lignan would provide a better treatment option for acne. 

Claims 4-5 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Dorman et al ( Journal of Applied Microbiology, 2000, 88, 308-316) as evidenced 
by Woo et al (Phytochemistry, Volume 26, issue 5, 1987 pages 1542-1543, 
Abstract only). 

Dorman et al teaches Antibacterial activity of plant volatile oils which include 
volatile oil of nutmeg (Myristica fragrans) (abstract). Dorman et al teaches that the 
volatile oil of nutmeg M.fragrans was equally effective against both Gram-positive and 
Gram-negative microorganism (page 309, Results section, 2nd paragraph). Table 1 on 
page 310; shows the inhibitory concentration of Myristica fragrans on several bacterial 
strains and shows clear inhibition of S.Aureus (see the penultimate bacteria in the 
table). The volatile extract of Myristica fragrans comprises of the instantly claimed 
compound macelignan as evidenced by the Woo et al abstract which shows that the 
instantly claimed lignan was isolated from Myristica fragrans. Dorman et al suggests 
that the tested plant products which includes the volatile oil of Myristica fragrans may be 
administered orally, to control a wide range of microbes since they appear to be 
effective against a wide spectrum of microorganisms. 
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Accordingly, Dorman et al provides motivation to an ordinarily skilled artisan to 
test the active component of the nutmeg plant (Myristica fragrans) for its antibacterial 
properties since the oil extract of nutmeg displayed a broad spectrum of antibacterial 
property. It would have been prima facia obvious to one of ordinary skill in the art to 
develop a method of inhibiting bacteria such as S.aureus comprising administering to a 
subject the instantly claimed lignan. Lignan compounds claimed in instant claim 4 were 
well known in the art at the time of the invention. An ordinarily skilled artisan would 
have a reasonable expectation of success that the macelignan active ingredient of the 
nutmeg oil will display antibacterial effects since the oil comprising this lignan have been 
shown to possesses a broad spectrum of anti-bacterial activity against both gram 
negative and gram positive bacteria. 

Conclusion 

Claims 4-5 are rejected. No claims are allowed 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SAVITHA RAO whose telephone number is (571)270- 
5315. The examiner can normally be reached on Mon-Fri 7 am to 4 pm.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached at 571-272-0718. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/SAVITHA RAO/ 
Examiner, Art Unit 1614 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



